7 . Jun - 2004 1 8:43 ' DIRECTOR'S OFFICE CPL BHAT No. 1329 • P. 24 

! t 

' WO 03/049667 ■ 

•• PCT/IB02/05516 

i 

We Claim: ... 

... 1. A method of treating cancer ^ comprising administration of a formulation 
which, is • prepared , using mycobacterium w or a pharmaceutical 
composition. - obtained/from mycobajcterlum w alone or in combination 
and also with or without adjuvants to a subject who has been sufferino 
from, cancer. . 

2.. The product as claimed J h claim 1 contain mycobacterlum w Is killed 
mycobacterium. w. 

3, The. .Mycobacterium w,aa olaimed ini claim 1 and 2 Is killed by physical 
method llke.heat radiation most [preferably by heat In form of 
autoclavlng.. 

4. The product as claimed In claim 1 k obtained from mycobacterium w 

by aonlcation. j j±r 

•5, The product as claimed In claim, 1 ijs obtained from mycobacterium w o 
by extraction.. t . 

6. The. product' "as claimed In claihi 1 and -5 is obtained from !j 
mycobacterium w Is extracted by organic solvents. CQ 

7. The. product as claimed In claim 1, b and 6 Is extracted uelng solvent ^ 
. selected^from chloroform, ethanpl, methanol, -acetone, phenol '. .=? 

Isopropyi alcohol, acetic acid, urea, Klexane and like. ' ' " $" 

8. The adjuvants as claimed in clalifri 1 Is selected from mineral oil < 
mineral oil and • surfactant, Rlbi adjuvant, Tlter-max, syntax adjuvant I- 
formulatlon, aluminium salt adjuvant, nitrocellulose adsorbed antigen CD 
Immune stimulating complexes, Gebru adjuvant, super carrier, elvax • m 
40w, L -tyrosine, monatanlde (manide -oleate compound), Adlu prime 1 
Squalene. -Sodium phthalyl llpopoly saccharide, calcium phosphate'- - - 
saponin, melanoma antigen, muramyl dipeptlde(MDR) and like. 

9. The formulation as claimed In claim ii contains surfactant 

1 0. The surfactant as claimed In claim 9 jean be a Tween 80. 

11. The amount of surfactant as claimed In claim 9 and 10 la upto 0.4% 
preferably 0,1%. i r 

12. The. formulation as claimed In clalml containing mycobacterium w or 
obtained from mycobacterium w or combination of both with or without 
adjuvants helps In amelioration of symptoms of cancer. 

13. T £? i f0rmUlatlon ^ cla,med in cla| m1 containing mycobacterium w or 
obtained from mycobacterium w or Combination of both with or without 
adjuvants are capable of causing regression or even complete control 
or cancer. ■ 

14. The Mycobacterium w as claimed In claim 1,2,3,4,5,6 is a non- 
pathogenic, fast growing cultivable, atypical mycobacterium, with 
biochemical , properties and growth; characteristics resembling those 
belonging to Runyons group IV clasa of Mycobacteria In its metabolic 

' and growth properties but is not identical to those strains currently 
listed In this group. i . ■ 7 

15. Mycobacterium w as claimed in claim 1 is urease negative, does not 
nydrolyse tween 80, does hot produce niacin, provides strong positive 
response to nitrate reduction test. ! yH 
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16 'Sen™s£ ZS^^W ^ m ^ 6 ^ ^-effective 
tretfLe* «L^h °u comb,natl ? n with other modalities of cancer 
1 -7 2 : J "J 8 ^ hem °therapy ( radiotherapy, surgery . ' ■ 

17.The method as claimed in claim 1!for managent of cancer Is effective In 

• 18 Vg^^^ 

IhLnTf • m n nt m qUa,ity of llfe 89 c 'almed In claim 14 Is obtained In 

Iwin! Crea8 ! In bUrden of can ^r tissue as claimed in claim 17 ie 
22 Th? r^ abS6 ? C9 88 We " as pFa * ence « otner m^es of the apy ' 
• 2?« cance / rou ? t » S8Ue as Maimed, in claim 17 can be a primary or a 
secondary(metastatic). lesion. i a primary or a 

23. The method as claimed In claim I is effective in reducinri side afferto rt # 
' 24 Tne er a S r / h f, rapie8 J ike radloth ? ra PV. chemStherapy" 8 0f > 

roule ° " tl ° n ° f formulation | as c,a ^ed In claim 1 is by parental & 

25. The administration as claimed InjclairrV 1 and 17 is bv Intramuscular ° 
subcutaneous, intradermal route ajnd like but prefe^ . ^ 

26. The amount of mycobacterium vvl administered at a time to a sublet- ^ 

27 The amoun? 1 If T 9 ' t0 ° m ° re than 1 * tVnKSiAW i 
*r . I he amount of mycobacterium w pHmini^r^ « i . . • \ <C 



as claimed In claim 1 is mos 



more than 10 7 mycobacterium w. < 
administered at a time to a subject 



Mycobacterium ■ .' " "T 5**"^ 1 * 10 *' , ° 1x ffi 

2? ' manan^ 0 ' "3 inufacturt »8- • Pharmaceutical composition useful'tor 00 
management of cancer comprises of incorporatlno calls of 

d^S 9riUm " al0n8wlth P'^acautlcally aropSca"* and 

^'i^a wavTo a ?. U ," C S" y acce ' ),a " e ^ •» claimed In claln 1 is added 

n a'^nte^^,™ 0 m ° r9 lha , n .ul 8< < ual ,0 1 * 108 ">y«*acteri U rn w 
in. a unitary dosage, more preferaby equal to or mora than •win' 

1x10 cells of mycobacterium wink unitary dosage fomv 
31.Xhe process of manufacturing a pharmaceutical comoosition useful far 
" =*T2^T™^> e ^ s of inloToS^rmpted 
. oa^nd^XTre^S * 
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extraction of mycobacterium w alon^ with pharmaceutical^ acceptable 
carrier and optionally a preservative I 

34. The process of manufacturing a pharmaceutical composition useful for 
: management of cancer comprising ' admixing product of claim 1 with 

product of claim 31 and/or claim 32 Eirid/ or claim 33. 

35. The process of manufacturing a pharmaceutical composition useful for 
management of cartcer comprise of adding adjuvant to product of claim 
1, claim 4, claim 6, claim 8 or claim (0; 

36. The adjuvant as claimed In claim! 17 Is" selected from mineral oil, 
rnlneral oil and surfactant, Rlbi adjuvant, Titer-max, syntax adjuvant 
formulation, .aluminium salt adjuvant nitrocellulose adsorbed antigen 
immune stimulating complexes, -Gebru adjuvant, . super carrier, elvax 
40w L -tyrosine, monatanlde (maniple -oleate compound), Adju prime 
Squalene, Sodium phthalyl llpopolv saccharide, calcium phosphate' 
saponin, melanoma antigen, muramyl dipeptide(MDP) and like 
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